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DETAILED ACTION 
Double Patenting 

1 . The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 
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Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

2. Claims 1-16, 22-28, and 30 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable overclaims 1-13, 15, 16, and 
18-25 of U.S. Patent No. 6,689,083 to Gelfand et al. Although the conflicting claims are 
not identical, they are not patentably distinct from each other because the instantly 
presented claims comprise all of the steps of the method listed in the '083 patent, 
resulting in a broader recitation of the method already patented by applicant. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 1-8, 13, and 22-31 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 4,202,764 to Afflerbaugh et al in view of US 3,926,797 to Gigou 
et al. 

In the specification and figures, Afflerbaugh discloses the method substantially as 
claimed by applicant. With regard to claims 1,13, and 22, Afflerbaugh discloses an 
ultrafiltration control system and method that prevents an undesireable side effect upon 
removal of too much water from a patient, which can result in hypotension (see column 
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1, lines 53-63). The method includes the step of withdrawing blood from a patient in 
circuit through withdrawal and infusion Iines12a,b, treating it with a dialyzer 12, and 
returning blood to the patient (see column 2, line 50 to column 3, line 35). The method 
further includes the step of monitoring the pressure within the system and using a pump 
to adjust the flow of fluids through the treatment system to reach a desired pressure 
measurement (see column 2, lines 19-50). 

Afflerbaugh fails to disclose that the pressure monitored within the system is an 
osmotic pressure. However, Gigou discloses a blood purification process that monitors 
and adjusts osmotic pressure within the system to control micturition (see column 4, 
lines 8-22). Therefore, it would have been obvious to one having ordinary skill in the art 
at the time of invention to incorporate the control of osmotic pressure as disclosed by 
Gigou into the ultrafiltration control method disclosed by Afflerbaugh, in order to control 
micturition, as taught by Gigou. 

With regard to claims 2-5, Gigou discloses that the osmotic pressure is a result- 
effective variable that may be controlled by various system adjustments (see column 4, 
lines 8-23). As such, the use of a particular osmotic pressure for the control of the 
system is within the scope of the Gigou disclosure, which adjusts osmotic pressure 
between a desired minimum and maximum level. It has been held that where the 
general conditions of a claim are found in the prior art it is an obvious variation of the art 
to find the optimum or workable ranges through routine experimentation. See MPEP 
2144.05(II)(A). It is the position of the examiner that Gigou discloses the general 
conditions of controlling osmotic pressure during a blood filtration procedure, and setting 
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the parameters by which the osmotic pressure is controlled is a result of routine 
experimentation. Therefore, applicant's claims drawn to the control of the osmotic 
pressure by specific parameters are an obvious variation of the procedure disclosed by 
Afflerbaugh and Gigou. 

With regard to claim 6, Gigou discloses that the osmotic pressure adjustments 
may be made by human control, meeting the limitations of the claim. 

With regard to claims 7 and 8, Afllerbaugh discloses that pressure 
measurements are taken across the membrane of dialyzer 12 within the blood circuit 
(see column 5, lines 16-23). 

With regard to claim 23, Afflerbaugh discloses that the filtration device comprises 
a controller 52 that stores algorithms to control the operation of the system based on 
predetermined and measured parameters (see column 5, lines 1-15). 

With regard to claims 24 and 25, such a statement of the operation of the device 
is considered by the examiner to be a statement of the intended use of the claimed 
device. It has been held that recitations with respect to the manner in which a claimed 
apparatus is intended to be employed fail to differentiate from a prior art apparatus 
satisfying the claimed structural limitations. See MPEP 21 14. In the instant case, the 
controller disclosed by Afflerbaugh is capable of being programmed to operate as 
claimed by applicant, thereby meeting the limitations of the claims. 

With regard to claims 26-28, Afflerbaugh discloses that dialyzer 12 filters blood 
and performs ultrafiltration, rendering it a hemofilter and dialyzer, as well as an ultrafilter 
(see column 2, lines 19-50). 
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With regard to claim 29, Gigou does not disclose an actual osmotic pressure 
sensor, but does disclose that the osmotic pressure of various fluids in the system may 
be controlled by the system, suggesting the presence of an osmotic pressure sensor, 
necessary to control the osmotic pressure, that may be located within the treatment 
system. 

With regard to claims 30 and 31, Afflerbaugh discloses pressure sensors 44, 46, 
48, 50 located in the blood lines and the filtrate lines that together measure the 
difference between blood pressure and filtrate pressure during system operation (see 
column 5, lines 16-23). 

Allowable Subject Matter 

5. Claims 9-12 and 14-21 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

6. The following is a statement of reasons for the indication of allowable subject 
matter: The prior art fails io disclose or suggest the method claimed by applicant. In 
particular, the prior art fails to suggest a method of preventing hypotension in a patient 
as presented in the independent claims in combination with the step of periodically 
stopping and restarting fluid flow through the system to measure the osmotic pressure 
within the filtration system, along with the other steps and limitations of the claims. 
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Conclusion 

7. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: 

a. US 4,680,122 Barone 

i. Ultrafiltration control by monitoring and adjusting pressure 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leslie R. Deak whose telephone number is 571-272- 
4943. The examiner can normally be reached on M-F 7:30-5:00, every other Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zalukaeva can be reached on 571-272-1115. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 57t-272-1 000. n 

"'^eslii^ ^ ^ 

1/ Patent Examiner 
Art Unit 3761 
5 January 2007 



